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Review of a Waiver Request
The 7irm has rectestec¢ a w:iver of in vive bioequivalence study

for its Sterile Eleomycin 3sulfate (Bleosar) 15 and 30 units/vial
injections based upon 21 CFR 320.22 (b) (1).

Comparative Formulation

Ingredients Adria Bristol
“Bleomycin Sulfats 15 units 15 units
Water for injectiasn 1 to § mL (IM) 1 to 5 mL (IM)

Sodium Chloride fosr gs gs :

injection

5% Dextrose for gs gs

injection

FOR 1V :

Physiologic salins 5 mL or more 5 nL or more

or glucose

Deficiency: None
Commentsg:

1. The formulatisr of the test product and the innovator product
Bleomycin sulfa=a {Blenoxare; Bristol) is similar in
concentration of :ctive and inactive ingredients.

2. The dosage forr. route ¢~ administration (intramuscular,
intravenous ang si.bcutaneous), strength ( 15 units) and labeling
of the test drug rroduct are identical to those of the innovator
product, Blenoxane The company also wants to introduce 30
anits’vial using *he sanme r~ute of administration and 10 mL of
water for iniject cn. The dosage of the test and reference
products are same and instead of using two 15 units/vial the
Sponsor want to uses one 39 units/vial. This change should not
effect the bicequivalence of the product.

biocequivalence study requirement should be granted based on 21
“FR 320.22 (bt:2'. The batch size ranges between
iiters.

Recommendation:

The Division of Bisequivalerce agrees that the information
submitted by Adria Laboratories on its Sterile Bleomycin Sulfate

3. From the biocequivalence 2oint of view, the waiver of in vi
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5 and 30 units’rial “njection falls under 21 CFR 320.22 (b) (1)

of the Bioavailability/Bioequivalence Regulations. The waiver of
=R vivo bicequivalence study for 15 and 30 units/vial injection

of the test product is granted.

From the biocegu:‘alence peint of view, the Division of
Riocequivalence ieems the test injection of Bleomycin Sulfate 15
snd 30 units/vis. to te bioequivalent to Blenoxane 15 units/vial,
manufactured by Bristcl. 5

The firm shoulgd e informed of the recommendation.
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